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‘‘(II)(aa) for the drug that is not described 

in subclause (I) and that, with respect to the 
applicant and drug, each requirement de-
scribed in clause (vi) is satisfied; and 

‘‘(bb) that has not entered into a disquali-
fying agreement described under clause 
(vii)(II). 

‘‘(vi) REQUIREMENT.—The requirements de-
scribed in this clause are the following: 

‘‘(I) The applicant described in clause 
(v)(II) submitted and lawfully maintains a 
certification described in paragraph 
(2)(A)(vii)(IV) or a statement described in 
paragraph (2)(A)(viii) for each unexpired pat-
ent for which a first applicant described in 
clause (v)(I) had submitted a certification 
described in paragraph (2)(A)(vii)(IV) on the 
first day on which a substantially complete 
application containing such a certification 
was submitted. 

‘‘(II) With regard to each such unexpired 
patent for which the applicant described in 
clause (v)(II) submitted a certification de-
scribed in paragraph (2)(A)(vii)(IV), no action 
for patent infringement was brought against 
such applicant within the 45 day period spec-
ified in paragraph (5)(B)(iii); or if an action 
was brought within such time period, such 
an action was withdrawn or dismissed by a 
court (including a district court) without a 
decision that the patent was valid and in-
fringed; or if an action was brought within 
such time period and was not withdrawn or 
so dismissed, such applicant has obtained the 
decision of a court (including a district 
court) that the patent is invalid or not in-
fringed (including any substantive deter-
mination that there is no cause of action for 
patent infringement or invalidity, and in-
cluding a settlement order or consent decree 
signed and entered by the court stating that 
the patent is invalid or not infringed). 

‘‘(III) If an applicant described in clause 
(v)(I) has begun commercial marketing of 
such drug, the applicant described in clause 
(v)(II) does not begin commercial marketing 
of such drug until the date that is 30 days 
after the date on which the applicant de-
scribed in clause (v)(I) began such commer-
cial marketing.’’. 

(2) CONFORMING AMENDMENT.—Section 
505(j)(5)(D)(i)(IV) of such Act (21 U.S.C. 
355(j)(5)(D)(i)(IV)) is amended by striking 
‘‘The first applicant’’ and inserting ‘‘The 
first applicant, as defined in subparagraph 
(B)(v)(I),’’. 

(b) APPLICABILITY.—The amendments made 
by subsection (a) shall apply only with re-
spect to an application filed under section 
505(j) of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 355(j)) to which the 
amendments made by section 1102(a) of the 
Medicare Prescription Drug, Improvement, 
and Modernization Act of 2003 (Public Law 
108–173) apply. 
SEC. 3. 180-DAY EXCLUSIVITY PERIOD AMEND-

MENTS REGARDING AGREEMENTS 
TO DEFER COMMERCIAL MAR-
KETING. 

(a) AMENDMENTS TO FEDERAL FOOD, DRUG, 
AND COSMETIC ACT.— 

(1) LIMITATIONS ON AGREEMENTS TO DEFER 
COMMERCIAL MARKETING DATE.—Section 
505(j)(5)(B) of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 355(j)(5)(B)), as 
amended by section 2, is further amended by 
adding at the end the following: 

‘‘(vii) AGREEMENT BY FIRST APPLICANT TO 
DEFER COMMERCIAL MARKETING; LIMITATION ON 
ACCELERATION OF DEFERRED COMMERCIAL MAR-
KETING DATE.— 

‘‘(I) AGREEMENT TO DEFER APPROVAL OR 
COMMERCIAL MARKETING DATE.—An agree-
ment described in this subclause is an agree-
ment between a first applicant and the hold-
er of the application for the listed drug or an 
owner of one or more of the patents as to 
which any applicant submitted a certifi-

cation qualifying such applicant for the 180- 
day exclusivity period whereby that appli-
cant agrees, directly or indirectly, (aa) not 
to seek an approval of its application that is 
made effective on the earliest possible date 
under this subparagraph, subparagraph (F) of 
this paragraph, section 505A, or section 527, 
(bb) not to begin the commercial marketing 
of its drug on the earliest possible date after 
receiving an approval of its application that 
is made effective under this subparagraph, 
subparagraph (F) of this paragraph, section 
505A, or section 527, or (cc) to both items (aa) 
and (bb). 

‘‘(II) AGREEMENT THAT DISQUALIFIES APPLI-
CANT FROM FIRST APPLICANT STATUS.—An 
agreement described in this subclause is an 
agreement between an applicant and the 
holder of the application for the listed drug 
or an owner of one or more of the patents as 
to which any applicant submitted a certifi-
cation qualifying such applicant for the 180- 
day exclusivity period whereby that appli-
cant agrees, directly or indirectly, not to 
seek an approval of its application or not to 
begin the commercial marketing of its drug 
until a date that is after the expiration of 
the 180-day exclusivity period awarded to an-
other applicant with respect to such drug 
(without regard to whether such 180-day ex-
clusivity period is awarded before or after 
the date of the agreement). 

‘‘(viii) LIMITATION ON ACCELERATION.—If an 
agreement described in clause (vii)(I) in-
cludes more than 1 possible date when an ap-
plicant may seek an approval of its applica-
tion or begin the commercial marketing of 
its drug— 

‘‘(I) the applicant may seek an approval of 
its application or begin such commercial 
marketing on the date that is the earlier of— 

‘‘(aa) the latest date set forth in the agree-
ment on which that applicant can receive an 
approval that is made effective under this 
subparagraph, subparagraph (F) of this para-
graph, section 505A, or section 527, or begin 
the commercial marketing of such drug, 
without regard to any other provision of 
such agreement pursuant to which the com-
mercial marketing could begin on an earlier 
date; or 

‘‘(bb) 180 days after another first applicant 
begins commercial marketing of such drug; 
and 

‘‘(II) the latest date set forth in the agree-
ment on which that applicant can receive an 
approval that is made effective under this 
subparagraph, subparagraph (F) of this para-
graph, section 505A, or section 527, or begin 
the commercial marketing of such drug, 
without regard to any other provision of 
such agreement pursuant to which commer-
cial marketing could begin on an earlier 
date, shall be the date used to determine 
whether an applicant is disqualified from 
first applicant status pursuant to clause 
(vii)(II).’’. 

(2) NOTIFICATION OF FDA.—Section 505(j) of 
such Act (21 U.S.C. 355(j)) is amended by add-
ing at the end the following: 

‘‘(11)(A) The holder of an abbreviated appli-
cation under this subsection shall submit to 
the Secretary a notification that includes— 

‘‘(i)(I) the text of any agreement entered 
into by such holder described under para-
graph (5)(B)(vii)(I); or 

‘‘(II) if such an agreement has not been re-
duced to text, a written detailed description 
of such agreement that is sufficient to dis-
close all the terms and conditions of the 
agreement; and 

‘‘(ii) the text, or a written detailed descrip-
tion in the event of an agreement that has 
not been reduced to text, of any other agree-
ments that are contingent upon, provide a 
contingent condition for, or are otherwise re-
lated to an agreement described in clause (i). 

‘‘(B) The notification described under sub-
paragraph (A) shall be submitted not later 
than 10 business days after execution of the 
agreement described in subparagraph (A)(i). 
Such notification is in addition to any noti-
fication required under section 1112 of the 
Medicare Prescription Drug, Improvement, 
and Modernization Act of 2003. 

‘‘(C) Any information or documentary ma-
terial filed with the Secretary pursuant to 
this paragraph shall be exempt from disclo-
sure under section 552 of title 5, United 
States Code, and no such information or doc-
umentary material may be made public, ex-
cept as may be relevant to any administra-
tive or judicial action or proceeding. Noth-
ing in this paragraph is intended to prevent 
disclosure to either body of the Congress or 
to any duly authorized committee or sub-
committee of the Congress.’’. 

(3) PROHIBITED ACTS.—Section 301(e) of 
such Act (21 U.S.C. 331(e)) is amended by 
striking ‘‘505 (i) or (k)’’ and inserting ‘‘505 (i), 
(j)(11), or (k)’’. 

(b) INFRINGEMENT OF PATENT.—Section 
271(e) of title 35, United States Code, is 
amended by adding at the end the following: 

‘‘(7) The exclusive remedy under this sec-
tion for an infringement of a patent for 
which the Secretary of Health and Human 
Services has published information pursuant 
to subsection (b)(1) or (c)(2) of section 505 of 
the Federal Food, Drug, and Cosmetic Act 
shall be an action brought under this sub-
section within the 45-day period described in 
subsection (j)(5)(B)(iii) or (c)(3)(C) of section 
505 of the Federal Food, Drug, and Cosmetic 
Act.’’. 

(c) APPLICABILITY.— 
(1) LIMITATIONS ON ACCELERATION OF DE-

FERRED COMMERCIAL MARKETING DATE.—The 
amendment made by subsection (a)(1) shall 
apply only with respect to— 

(A) an application filed under section 505(j) 
of the Federal Food, Drug, and Cosmetic Act 
(21 U.S.C. 355(j)) to which the amendments 
made by section 1102(a) of the Medicare Pre-
scription Drug, Improvement, and Mod-
ernization Act of 2003 (Public Law 108–173) 
apply; and 

(B) an agreement described under section 
505(j)(5)(B)(vii)(I) of the Federal Food, Drug, 
and Cosmetic Act (as added by subsection 
(a)(1)) executed after the date of enactment 
of this Act. 

(2) NOTIFICATION OF FDA.—The amendments 
made by paragraphs (2) and (3) of subsection 
(a) shall apply only with respect to an agree-
ment described under section 
505(j)(5)(B)(vii)(I) of the Federal Food, Drug, 
and Cosmetic Act (as added by subsection 
(a)(1)) executed after the date of enactment 
of this Act. 

f 

SUBMITTED RESOLUTIONS 

SENATE RESOLUTION 324—COM-
MEMORATING THE 60TH ANNI-
VERSARY OF THE UNITED 
STATES-AUSTRALIA ALLIANCE 

Mr. KERRY (for himself, Mr. LUGAR, 
Mr. INHOFE, and Mr. WEBB) submitted 
the following resolution; which was 
considered and agreed to: 

S. RES. 324 

Whereas the United States Government en-
hanced its relationship with the Govern-
ments of Australia and New Zealand with 
the signing of the Australia-New Zealand- 
United States (ANZUS) Treaty on September 
1, 1951, and subsequently engaged in annual, 
bilateral Australian-United States Ministe-
rial (AUSMIN) consultations between the 
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Australian Ministers of Foreign Affairs and 
Defence and the United States Secretaries of 
State and Defense, including a meeting in 
San Francisco in September 2011 that com-
memorated the 60th anniversary of the 
United States-Australia alliance; 

Whereas the alliance remains fundamental 
to the security of Australia and the United 
States and to the peace, stability, and pros-
perity of the Asia-Pacific region, and is one 
dimension of a broad and deep relationship 
between the two countries that encompasses 
robust bilateral strategic, intelligence, 
trade, and investment relations based on 
shared interests and values, a common his-
tory and cultural traditions, and mutual re-
spect; 

Whereas numerous visits by Presidents of 
the United States, including this week by 
President Barack Obama, and by the Aus-
tralian Prime Minister to the United States, 
including in 2011 when Prime Minister Julia 
Gillard addressed a Joint Session of Con-
gress, have underscored the strength and 
closeness of the relationship; 

Whereas members of the United States and 
Australian armed forces have fought side-by- 
side in every major conflict since the First 
World War, with the commitment to mutual 
defense and security between the United 
States and Australia being longstanding and 
unshakeable, as was demonstrated by the 
joint decision to invoke the ANZUS Treaty 
in the aftermath of the September 11, 2001, 
terrorist attacks; 

Whereas the Governments of the United 
States and Australia continue to share a 
common approach to the most pressing 
issues in global defense and security, includ-
ing in Afghanistan, where about 1,550 Aus-
tralian Defence Force personnel are de-
ployed, and in response to natural disasters 
and humanitarian crises, such as in Japan 
following the earthquake and subsequent 
tsunami in March 2011; 

Whereas Secretary of State Hillary Clinton 
recently stated, ‘‘We are expanding our alli-
ance with Australia from a Pacific partner-
ship to an Indo-Pacific one, and indeed a 
global partnership. . . . Australia’s counsel 
and commitment have been indispensable.’’; 

Whereas Secretary of Defense Leon Pa-
netta recently remarked that ‘‘the United 
States has no closer ally than Australia. . . . 
[We] affirm this alliance, affirm that it re-
mains strong, and that we are determined to 
deepen our security cooperation even further 
to counter the threats and challenges that 
we face in the future.’’; 

Whereas the Governments of the United 
States and Australia agreed to set up a 
Force Posture Working Group at the Novem-
ber 2010 AUSMIN to examine options to align 
respective force postures consistent with the 
national security requirements of both coun-
tries and to help positively shape the re-
gional security environment; 

Whereas the United States and Australia 
committed in a Joint Statement on Cyber-
space during the 2011 AUSMIN meeting to 
consult together and determine appropriate 
options to address any threats; 

Whereas the Government of Australia is a 
major purchaser of United States military 
resources, approximately 50 percent of Aus-
tralia’s war-fighting assets are sourced from 
the United States, and the Government of 
Australia has plans to spend a substantial 
sum over the next 10-15 years to update or re-
place up to about 85 percent of its military 
equipment; 

Whereas, on September 29, 2010, the Senate 
provided its advice and consent to ratifica-
tion of the Treaty Between the Government 
of the United States of America and the Gov-
ernment of Australia Concerning Defense 
Trade Cooperation, signed at Sydney, Aus-
tralia, September 5, 2007, which will facili-

tate defense trade between the two nations 
and enhance interoperability between mili-
tary forces; 

Whereas the Governments of the United 
States and Australia support open, trans-
parent, and inclusive regional architectures 
to preserve and enhance peace, security, and 
prosperity in the Asia-Pacific region; 

Whereas the Governments of the United 
States and Australia cooperate closely in re-
gional and global forums, as evidenced by 
Australia’s support for the United States as 
the host this month of the Asia-Pacific Eco-
nomic Cooperation forum in 2011 and the 
United States’ support for Australia to host 
the G-20 in 2014; 

Whereas the United States and Australia 
elevated their trade relationship through the 
Australia-United States Free Trade Agree-
ment that entered into force on January 1, 
2005, and exports of United States goods to 
Australia have risen by 53 percent since that 
time, totaling $21,900,000,000 in 2010; 

Whereas the United States is Australia’s 
largest destination for foreign investment, 
helping create jobs for United States work-
ers, with Australian companies employing 
more than 88,000 people directly in the 
United States; 

Whereas the Governments and people of 
the United States and Australia work closely 
to advance and support human rights, the 
rule of law, and basic freedoms worldwide; 

Whereas the Governments and people of 
the United States and Australia work jointly 
and separately to support democracy, eco-
nomic reform, and good governance in the 
Pacific Islands, Southeast Asia, South and 
Central Asia, the Middle East, and North Af-
rica, among other areas of the world; and 

Whereas the Governments of the United 
States and Australia are working through 
their respective aid agencies (USAID and 
AusAID) and also exploring opportunities for 
collaboration across a wide variety of areas: 
Now, therefore, be it 

Resolved, That the Senate— 
(1) celebrates the 60th Anniversary of the 

United States-Australia alliance and takes 
this opportunity to reiterate the enduring 
significance of this historic friendship that 
serves as an anchor of peace, stability, and 
prosperity in the Asia-Pacific region and in 
the world; 

(2) supports United States efforts to 
strengthen military, diplomatic, trade, eco-
nomic, and people-to-people cooperation 
with Australia, including initiatives to posi-
tively shape the evolving strategic and eco-
nomic environment that connects the Indian 
and the Pacific Oceans; and 

(3) urges close consultation between the 
Governments of the United States and Aus-
tralia in preparation for the East Asia Sum-
mit to be chaired by Indonesia on November 
19, 2011, and encourages other, new forms of 
cooperation with the Government and people 
of Australia that strengthen regional archi-
tectures to enhance peace, security, and 
prosperity in the Asia-Pacific region. 

f 

SENATE RESOLUTION 325—RECOG-
NIZING THE 2012 WORLD CHOIR 
GAMES IN CINCINNATI, OHIO, AS 
A GLOBAL EVENT OF CULTURAL 
SIGNIFICANCE TO THE UNITED 
STATES AND EXPRESSING SUP-
PORT FOR DESIGNATION OF 
JULY 2012 AS WORLD CHOIR 
GAMES MONTH IN THE UNITED 
STATES 

Mr. PORTMAN (for himself and Mr. 
BROWN of Ohio) submitted the fol-
lowing resolution; which was referred 

to the Committee on Foreign Rela-
tions: 

S. RES. 325 

Whereas the World Choir Games, the larg-
est choral competition in the world, takes 
place every 2 years, is known as the ‘‘Olym-
pics of choral music’’, and has the goal of 
uniting people from all countries through 
singing in peaceful competition; 

Whereas, from July 4 through July 14, 2012, 
Cincinnati, Ohio, will be first city in the 
United States to host the World Choir 
Games; 

Whereas the Seventh World Choir Games 
are expected to include more than 400 choirs 
from more than 70 countries, 20,000 official 
participants, including performers, event of-
ficials, delegations, and international jury 
members, and up to 200,000 spectators; 

Whereas choirs will compete in 23 different 
musical genres evaluated by an impartial 
international jury of choral music experts; 

Whereas the genres of barbershop and show 
choir will be added as competition categories 
for the first time in recognition of their pop-
ularity in the United States; 

Whereas the uniting of the people of the 
world through singing in peaceful competi-
tion in the United States in 2012 affirms the 
commitment of the United States to global 
cultural awareness, understanding, and ap-
preciation; and 

Whereas it is appropriate to designate July 
2012 as World Choir Games Month in the 
United States: Now, therefore, be it 

Resolved, That the Senate— 
(1) recognizes the global significance of the 

Seventh World Choir Games to be hosted in 
Cincinnati, Ohio, from July 4 through July 
14, 2012; 

(2) recognizes Interkultur, the Cincinnati 
Organizing Committee for the Seventh World 
Choir Games, the Cincinnati USA Conven-
tion and Visitors Bureau, the city of Cin-
cinnati, and the State of Ohio for their ef-
forts to secure and host the World Choir 
Games; 

(3) expresses appreciation to all people of 
the world who will participate in the World 
Choir Games, either in competition or as 
visitors, and to all of the volunteers who will 
welcome the participants and other visitors 
to the United States; 

(4) supports the designation of July 2012 as 
World Choir Games Month in the United 
States; and 

(5) renews the commitment of the United 
States to world peace and friendship and in-
creasing global cultural understanding 
through singing in peaceful competition. 

f 

SENATE RESOLUTION 326—DESIG-
NATING THURSDAY, NOVEMBER 
17, 2011, AS ‘‘FEED AMERICA 
DAY’’ 

Mr. HATCH (for himself, Mr. BROWN 
of Ohio, Mr. CRAPO, Mr. LEAHY, Mr. 
LUGAR, and Mr. UDALL of New Mexico) 
submitted the following resolution; 
which was considered and agreed to: 

S. RES. 326 

Whereas Thanksgiving Day celebrates the 
spirit of selfless giving and an appreciation 
for family and friends; 

Whereas the spirit of Thanksgiving Day is 
a virtue upon which the United States was 
founded; 

Whereas, according to the Department of 
Agriculture, roughly 48,000,000 people in the 
United States, including 16,200,000 children, 
continue to live in households that do not 
have an adequate supply of food; and 
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